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DETAILED ACTION 
Specification 

1 . The abstract is objected to because tine abstract should not refer to purported 
merits or speculative applications of the invention and should not compare the invention 
with the prior art. 

Appropriate correction is required. See MPEP § 608.01(b). 

2. The title of the invention is not descriptive. The disclosure and claims are limited 
to coated tablets of diclofenac. A new title is required that is clearly indicative of the 
invention to which the claims are directed. 

The following title is suggested: "Coated Diclofenac Tablets". 

Claim Rejections - 35 USC §112 2"" Paragraph! 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 6 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In claim 6, it unclear whether the weight calculations 
for the weight percent are based on the total weight of the tablet core or the total weight 
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of the tablet with the coating. In claim 7, no units are given for the percentages and it is 
unclear whether these percentages are solely based on the coating layer of the final 
tablet or the total composition of the tablet as a whole. 



Claim Rejections - 35 USC § 103 



5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

8. Claims 1 - 3 and 5 - 7 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bartholomaeus et al. (US 6,558,701). 

Bartholomaeus et al. discloses a multilayer table with tramadol and diclofenac 
and/or their physiologically compatible salts with the active substances being separated 
from one another by a separating layer (col 1 Jn 16 - 20). Among the physiologically 
compatible salts of diclofenac is diclofenac potassium (col 2, In 12). The tablet can 
consist of three, five or seven layers (col 1 , In 65 - 67). Each layer contains 
conventional auxiliary substances (col 2, In 16 - 19). In the examples (beginning at col 
6, In 19), the separating layer (coating) comprises microcrystalline cellulose (MCC; 70% 
of the layer), hydroxypropylmethyl cellulose (HPMC; 27% of the separating layer) and 
magnesium stearate (1% of the separating layer). The diclofenac containing layer 
contains MCC, and HPMC. Based on the tabletting compression order described, the 
diclofenac layer is not in the core of the tablet. 

Bartholomaeus et al. does not explicitly disclose a tablet in which an interior layer 
containing diclofenac is coated with the intermediate layer nor the use of stearic acid. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a tablet with more than 3 layers or with diclofenac in the 
core, as taught by Bartholomaeus et al., to arrive at a tablet dosage form having a core 
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of diclofenac and a coating layer. Stearic acid is taught by Bartholomaeus as 
functionally equivalent the magnesium stearate used in the examples (col 3, In 51). 

The amount of the specific ingredients in the coating composition is a result 
effective parameter that a person of ordinary skill in the art would routinely optimize to 
alter the physical properties (e.g., hardness or compressibility of the tablet) and the 
release characteristics of the tablet. Optimization of parameters is a routine practice 
that would be obvious for a person of ordinary skill in the art to employ and reasonably 
would expect success. It would have been customary for an artisan of ordinary skill to 
determine the optimal amount of each ingredient to add in order to best achieve the 
desired results. 

9. Claims 1 - 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bartholomaeus et al. as applied to claims 1 - 3 and 5-7 above, and further in view of 
Humbert-Droz et al. (US 6,083,531). 

Bartholomaeus et al. discloses a multilayer tablet dosage form of diclofenac and 
a separating (coating) layer comprised of HPMC, MCC and an excipient such as stearic 
acid. Each tablet contains 50 mg of diclofenac sodium. 

Bartholomaeus et al. does not disclose a diclofenac dosage of 12.5 mg 
diclofenac potassium. 

Humbert-Droz et al. discloses fast melt oral dosage form that contain 12.5 mg of 
diclofenac potassium per unit (examples 1 - 5). 
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It would have been obvious to one of ordinary sl<ill in tlie art at tlie time of the 
instant invention to prepare a multilayer tablet dosage from as taught by Bartholomaeus 
et al. containing 12.5 mg of diclofenac potassium, taught by Humbert-Droz et al. as an 
useful dosage of diclofenac when orally administered. 

1 0. Claims 1 - 3 and 5 - 8 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Bartholomaeus et al. as applied to claims 1 - 3 and 5-7 above, and 
further in view of Kurihara et al. (US 4,341 ,563). 

Bartholomaeus et al. discloses a multilayer tablet dosage form of diclofenac and 
a separating (coating) layer comprised of HPMC, MCC and an excipient such as stearic 
acid. Each tablet contains 50 mg of diclofenac sodium. 

Bartholomaeus et al. does not disclose the inclusion of titanium dioxide in the 
separating layer. 

Kurihara et al. discloses protective coatings which prevent degeneration or 
decomposition of the active ingredient due to hygroscopic or other causes either in the 
process of manufacture or during the storage time until it is administered (col 1 , In 26 - 
32). Among the water soluble film bases used are HPMC. Food pigments or coloring 
agents such as titanium dioxide may be added (col 4, In 56 - 58). In table 2 (col 6) and 
table 1 , composition 1 , compositions comprising various amounts of HPMC (70 - 80% 
HPMC when the weight water used to prepare the coating solution is excluded) and 
stearic acid (8.35, 16.4, 16.7 or 30% when the weight of the water used to prepare the 
coating solution is excluded) are shown. The relative amounts of the ingredients can 
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alter the moisture permeability and the workability of the coating composition during the 
manufacture procedure (see tables 1 and 2; col 7, In 14 - 16). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a multilayer tablet dosage from as taught by Bartholomaeus 
et al. and to add titanium dioxide to the coating layer, as taught by Kuhhara et al. 
Kurihara et al. also provides additional information on the amounts of the various 
ingredients such as HPMC and stearic acid which may be present in the separating 
layer. 

1 1 . Claims 1 , 2 and 5 - 7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ting et al. (WO 99/51209). 

Ting et al. discloses press coated oral drug delivery forms (abstract) that can be 
a tablet (p 3, In 17). As can be seen in figure 1, the immediate release compartment 
forms a core which is surrounded by an extended release compartment or coating. In 
table 1 (p 17), the immediate release compartment contains active ingredient and MCC. 
The extended release compartment contains additional active ingredient, -30% HPMC, 
-30% MCC and -20% hydrogenated vegetable oil (based on the additional weight of 
the extended release compartment only). Ranges for the various ingredients are shown 
in table 2 (p 18). 

Ting et al. does not disclose an example with diclofenac sodium as the active 
ingredient or with stearic acid. 



Application/Control Number: 10/572,687 Page 8 

Art Unit: 1618 

Ting et al. does disclose tliat diclofenac sodium is among the active ingredients 
suitable for use in this dosage form (p 5, In 19). Ting et al. also discloses that while 
hydrogenate vegetable oil type 1 is the further preferred hydrophobic polymer, stearic 
acid may also be used as the hydrophobic polymer present in the drug delivery system 
(p8, In 18-22). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a dosage form as taught by Ting et al. to prepare are 
diclofenac dosage form and to use stearic acid in the formulation, taught by Ting et al. 
as functionally equivalent to the hydrogenate vegetable oil used in the exemplified 
dosage forms of Ting et al. 

The amount of the specific ingredients in a various parts of the composition is a 
result effective parameter that a person of ordinary skill in the art would routinely 
optimize to alter the physical properties (e.g., hardness or compressibility of the tablet) 
and the release characteristics of the tablet. Optimization of parameters is a routine 
practice that would be obvious for a person of ordinary skill in the art to employ and 
reasonably would expect success. It would have been customary for an artisan of 
ordinary skill to determine the optimal amount of each ingredient to add in order to best 
achieve the desired results. 

12. Claimsl - 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ting et al. as applied to claims 1 , 2 and 5-7 above, and further in view of Humbert- 
Drozetal. (US 6.083,531). 
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Ting et al. discloses a tablet dosage form with an immediate release core 
surrounded by and extended release coating layer. The immediate release core can 
contain MCC in addition to the active ingredient while the coating can contain HPMC, 
MCC and a hydrophobic polymer such as hydrogenate vegetable oil or stearic acid. 

Ting et al. does not disclose dosage information for diclofenac or the use of 
diclofenac potassium. 

Humbert-Droz et al. discloses that diclofenac in either the free base or in the 
potassium or sodium salt forms can be used in the dosage form (col 2, In 38 - 40). The 
fast melt oral dosage forms prepared contained 12.5 mg of diclofenac potassium per 
unit (examples 1 -5). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a diclofenac containing dosage form as taught by Ting et al. 
and to use diclofenac potassium as the physiologically acceptable salt form of the active 
ingredient as taught by Bartholomaeus et al. and to formulate the unit dosage to contain 
12.5 mg of diclofenac potassium, as taught by Humbert-Droz et al. 

13. Claims 1 - 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ting et al. as applied to claims 1 , 2 and 5-7 above, and further in view of Humbert- 
Droz et al. as applied to claims 1 - 7 above, and further in view of Kurihara et al. (US 
4,341,563). 

Ting et al. discloses a tablet dosage form with an immediate release core 
surrounded by and extended release coating layer. The immediate release core can 
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contain MCC in addition to tlie active ingredient wliile tine coating can contain HPMC, 
MCC and a [Hydrophobic polymer such as hydrogenate vegetable oil or stearic acid. 
Humbert-Dolz et al. teaches that diclofenac sodium or diclofenac sodium may be used 
and that a suitable unit dose of diclofenac potassium is 12.5 mg. 

None of the references disclose the use of titanium dioxide. 

Kurihara et al. discloses protective coatings which prevent degeneration or 
decomposition of the active ingredient due to hygroscopic or other causes either in the 
process of manufacture or during the storage time until it is administered (col 1 , In 26 - 
32). Among the water soluble film bases used are HPMC. Food pigments or coloring 
agents such as titanium dioxide may be added (col 4, In 56 - 58). In table 2 (col 6) and 
table 1 , composition 1 , compositions comprising various amounts of HPMC (70 - 80% 
HPMC when the weight water used to prepare the coating solution is excluded) and 
steraic acid (8.35, 16.4, 16.7 or 30% when the weight water used to prepare the coating 
solution is excluded) are shown. The relative amounts of the ingredients can alter the 
moisture permeability and the workability of the coating composition during the 
manufacture procedure (see tables 1 and 2; col 7, In 14 - 16). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a immediate and extended release tablet dosage from as 
taught by Ting et al. and to add titanium dioxide to the external layer to produce a white 
outer coating, as taught by Kurihara et al. Kurihara et al. also provides additional 
information on the amounts of the various ingredients such as stearic acid and HPMC 
which may be present in the separating layer. 
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Conclusion 



Any inquiry concerning tliis communication or earlier communications from tine 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571 )270-3532. The examiner can normally be reached on M - F, 8 a.m. - 4 p.m. ET. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
NMW 



